Remarks/Arguments 



Reconsideration and allowance of the present application based on the following remarks 
is respectfully requested. 

I Status Of The Claims 

Claims 22-28 have been canceled. Claims 29 and 33 have been amended. New claims 
38-40 have been added. Support for the amendments and new claims may be found throughout 
the specification. No new matter has been added. In view of the following remarks, allowance 
of the pending claims is respectfully requested. 

II Rejection Under 35 U.S.C. § 103(a) 

Claims 29-37 have been rejected under 35 U.S.C. § 103 (a) as obvious over Loder et al. 
(U.S. Patent No. 6,441 ,038, "Loder") in view of Spiegelman et al. (U.S. Patent No. 6,552,055, 
"Spiegelman"). The claims are believed to be patentable over the cited references for at least the 
following reasons. 

Preliminarily, Applicants respectfully draw the Examiner's attention to new claim 40 
which recites a method of treating fibromyalgia syndrome or pain associated therewith consisting 
essentially of administering milnacipran, or a pharmaceutically acceptable salt thereof, at a 
particular escalating dosage schedule. As is acknowledged by the Examiner, Loder teaches a 
method for treating fibromyalgia with milnacipran in combination with either L-phenylalanine or 
tyrosine, (see Office Action at page 3). As pending claim 40 excludes the use of L- 
phenylalanine or tyrosine, this claim is believed to be patentable over the cited references. 

Additionally, as is acknowledged by the Examiner with respect to the remaining pending 
claims, Loder does not disclose a milnacipran dosage escalation regimen for treating FMS (See 
Office Action at page 3). To cure this deficiency of Loder, the Examiner points to Spiegelman. 
Spiegelman, however, is silent with respect to milnacipran, and the use of milnacipran for the 
treatment of FMS. Additionally, Spiegelman provides no discussion of specific dosage 
escalation parameters — certainly not the specific escalating regimen recited in pending claims 
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29 or 39 — and thus gives no direction as to which dosage amounts or time periods between 
dosage increases would be effective for the treatment of FMS. 

To the contrary, Spiegelman is directed to the use of PPARy agonists for inhibiting tumor 
cell growth and treating conditions such as cancer {See, e.g., Spiegelman at col. 2). Milnacipran 
is not a PPARy agonist. Accordingly, one of ordinary skill would have had no reasonable 
expectation that a dosage escalation regimen effective for use with a PPARy agonist would 
necessarily be effective for use with an SNRI compound, such as milnacipran. Further, FMS and 
cancer are distinct indications, which require distinct treatment therapies. Even assuming, in 
arguendo, that Spiegelman did suggest a specific dosage escalation regimen for the treatment for 
cancer, one of ordinary skill would have no reasonable expectation that such a dosage escalation 
would be effective for the treatment of FMS. 

Accordingly, the cited references, when taken alone or in combination, fail to teach or 
suggest the claimed milnacipran dosage escalation regimen for treating FMS, and thus fail to 
render obvious any of the present claims. 

For at least these reasons, Applicants respectfully request reconsideration and withdrawal 
of the rejections. 

Ill Conclusion 

Therefore, all objections and rejections having been addressed, it is respectfully 
submitted that the present application is in a condition for allowance. 
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Should any issues remain unresolved, the Examiner is encouraged to contact the 
undersigned attorney for Applicants at the telephone number indicated below in order to 
expeditiously resolve any remaining issues. 



Dated: November 24, 2008 



Respectfully submitted, 
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Paul M. Zagar, M.D. 

Registration No.: 52,392 
DARBY & DARBY P.C. 
P.O. Box 770 
Church Street Station 
New York, New York 1 0008-0770 
(212) 527-7700 
(212) 527-7701 (Fax) 
Attorneys/Agents For Applicant 
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